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- The MAILING DATE f this communicati n appears on the cover sheet with the c rresp ndenc address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 29 November 2004 . 
2a)Q This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1 and 7-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 7-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 > d Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 1/15/04 . 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper NoVMail Date 200501 12 



Application/Control Number: 10/759,396 
Art Unit: 1624 



Page 2 



Election/Restriction 



Applicant's election with traverse of the compound of Formula II in the Paper filed 
09/17/2004 was acknowledged. However, this was not a proper response because a species was 
not elected. The examiner used his discretion to make a telephone call to Mr. Mark Hopkins. Mr. 
Hopkins elected the fourth compound of the second row of original claim 6 

The examiner sent out a letter explaining that the elected compound does not fall with the 
genus of claim 1. Applicants replied on 1 1/29/04 electing the compound of "Example 8 (page 
19) which corresponds to compounds of formula (II) of claim 1, wherein A is substituted 
heteroaryl, W is aryl, E is H, D is, n is 1, y is 0, Q is C, X is halogen, and Y is O." Applicants 
also state that there is an error in formula II, which needs to be corrected urgently. 

The elected compound has the structure 



This compound corresponds to formula II in claim 1, wherein A is thienyl, W is 1,4- 
phenylene, D is 5-chloro-l,3-dihydro-l,3-dioxo-2H-isoindolyl, E is hydrogen and Y is oxygen. 

The traversal is not understood. An election of species requirement was made because the 
claims are drawn to structurally dissimilar compounds, which are independent and patentably 
distinct. 

If, say a compound of formula I, wherein A and W are phenyl, E is H and D is hydroxy, 
were anticipated, applicants would not acquiesce in the rejection of a compound of formula I 
wherein, A is thienyl, W is pyridyl, E is pyrimidinyl and D is benzodiazepine, thereover or 




O 
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vice-versa. They are patentably distinct. Thus, the instant compounds are patentably distinct. The 
search required for, say the first exemplified compound is not required for the second resulting in 
a multitude of searches which is unduly burdensome to the office. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

The requirement is still deemed proper and is therefore made FINAL. 

The elected species was not found and the search was expanded according to MPEP 
803.02 to embrace compounds of formula I wherein A is thienyl (optionally substituted), W is 
1,4-phenylene (optionally substituted) and D represents l,3-dioxo-2H-isoindolyl (optionally 
substituted). 

Improper Markush Rejection 
Claims 1 and 7-20 are rejected under a judicially created doctrine as being drawn to an 
improper Markush group, that is, the claims lack unity of invention. In formula II- VI, the 
definitions of A, E, W and D are defined in such a way that they keep changing the core of the 
compound that determines the classification. By changing these values, several patentably 
distinct and independent compounds are claimed. In order to have unity of invention the 
compounds must have "a community of chemical or physical characteristics" which justify their 
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inclusion in a common group, and that such inclusion is not repugnant to principles of scientific 
classification" In re JONES (CCPA) 74 USPQ 149 (see footnote 2). The structural formula I-VI 
do not have a significant structural feature that is shared by all of its alternatives which is 
inventive. These formula only have a nitrogen as common. Compounds embraced by the instant 
claims are so diverse in nature that a prior art anticipating a claim with respect to one member 
under 35 USC 102 would not render obvious the same claim under 35 USC 103. This is 
evidentiary of patentably distinct and independent inventions. 

Limiting the claims to the searched group, indicated above, would overcome this 
rejection. 

Claim Rejections - 35 USC § 112 
Claims 1 and 7-20 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

i) The term "heteroaryl" is indefinite because it is not known how many atoms are present, how 
many and what kind of heteroatoms are involved, what size ring is intended and how many rings 
are present. 

ii) The term "heterocyclic" is indefinite because it is not known how many atoms make up the 
ring, which atoms are present and what kind of a ring (monocyclic, bicyclic, spiro, fused, 
bridged, saturated, etc.) is intended. 

iii) The term "substituted" without saying which substituents are intended is indefinite. One 
skilled in the art cannot say which substituents are permitted and which ones are not. 

iv) The term "prodrug" is indefinite because one cannot say what this prodrug looks like. 
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v) In claim 19, the phrase "cardiovascular disease" is indefinite because it covers a variety of 
diseases that are unrelated (leaky valve and tumors) and/or are opposites (e.g. hypertension and 
hypotension). A clarification is required. 

vi) Claims 12-17 depend on canceled claim 6. 

vii) In claim 17, the compound of which claim is intended? Correction is required. 

Applicants are reminded that although the claims are interpreted in light of the 
specification, critical limitations from the specification cannot be read into the claims (see, e.g., 
In re Van Guens, 988 F.2d 1 181, 26 PSPG2d 1057 (Ded. Cir. 1991)). Accordingly, without the 
recitation of all these critical limitations, the claims do not adequately define the instant 
invention. 

Applicant is advised that should claim 7 be found allowable, claims 8-1 1 will be objected 
to under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an application 
are duplicates or else are so close in content that they both cover the same thing, despite a slight 
difference in wording, it is proper after allowing one claim to object to the other as being a 
substantial duplicate of the allowed claim. See MPEP § 706.03(k). Note, the intended use of a 
pharmaceutical composition does not have any patentability weight. It is suggested to rewrite 
claim 7 as "A pharmaceutical composition comprising a therapeutically effective amount of a 
compound according to claim 1, or a pharmaceutically acceptable salt thereof, and a 
pharmaceutically acceptable carrier." 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272-0668. 
The examiner can normally be reached Tuesdays to Fridays between 8:30 AM and 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund J. Shah can be reached on 571-272-0674. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Bruck Kifle, Ph?L>. 
Primary Examiner 
Art Unit 1624 
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